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In re Patent Application of: 
Ogari PACHECO et al. 

Application No.: NEW Confirmation No.: N/A 

Filed: January 20, 2006 Art Unit: WA- 

For: SOFT GEL FORMULATIONS FOR Examiner: Not Vet Assigned JT/ 
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INFORMATION DISCLOSURE STATEMENT (IDS) 

MS PCT 

Commissioner for Patents 

P.O, Box 1450 

Alexandria, VA 22313-1450 

Sir: 

Pursuant to 37 CFR 1.56, 1.97 and 1.98, the attention of the Patent and Trademark Office 
is hereby directed to the references listed on the attached PTO/SB/08. It is respectfully requested 
that the information be expressly considered during the prosecution of this application, and that 
the references be made of record therein and appear among the "References Cited'* on any patent 
to issue therefi"om. 

This Information Disclosure Statement accompanies the new patent application submitted 
herewith. 

Copies of the references on the PTO/SB/08 are not provided. 

A concise explanation of relevance of the items listed on form PTO/SB/08 is in the form 
of an English language copy of a Search Report from a foreign patent office, issued in a 
counterpart application, which refers to the relevant portions of the references. 
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Application No.: NEW 
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In accordance with 37 CFR 1.97(g), the filing of this Information Disclosure Statement 



as defined in 37 CFR 1.56(a) exists. In accordance with 37 CFR 1.97(h), the filing of this 
Information Disclosure statement shall not be construed to be an admission that any patent, 
publication or other information referred to therein is "prior art" for this invention unless 
specifically designated as such. 

It is submitted that the Information Disclosure Statement is in compliance with 37 CFR 
1 .98 and the Examiner is respectfully requested to consider the listed references. 

If necessary, the Commissioner is hereby authorized in this, concurrent, and future 
replies, to charge payment or credit any overpayment to oiu* Deposit Account No. 02-2448 for 
any additional fees required under 37 C.F.R. § 1.16 or under § 1.17; particularly, extension of 
time fees. 

Dated: January 20, 2006 Respectfully submitted, 



shall not be construed to mean that a search has been made or that no other material information 



Registration No.: 36,623 
BIRCH, STEWART, KOLASCH & BIRCH, LLP 




81 10 Gatehouse Road 



Suite 100 East 
P.O. Box 747 



Falls Church, Virginia 22040-0747 
(703) 205-8000 
Attorney for Applicant 
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Substitute for form 144gA/B/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Use as many sheets as necessary) 


Complete if Known 


Application Number 


NEW 


Filing Date 


January 20, 2006 


First Named Inventor 


Ogari PACHECO 


Art Unit 




Examiner Name 


Not YotAGcigned 


Sheet 1 of 1 


Attorney Docket Number 


4705-01 18PUS1 



U.S. PATENT DOCUMENTS 


Exanruner 
Initials* 


Cite 
No.' 


Document l^umber 


Publication Date 
MM<X>-YYYY 


Name of Patentee or 
Applicant of Cited Document 


Pages, Columns, Lines, Where 
Relevant Passages or Relevant 
Figures Appear 


Numl)er-Kjnd Cods' ( ifknom)) 


mi 


AA* 


US-6.284.268.B1 


09-04-2001 


MISHRA et al 





FOREIGN PATENT DOCUMENTS 


Examiner 
InitQts* 


Cite 
No,' 

- 


Foreign Patent Document 
Country Code' -NunW-Klnd Code*(«^*nown; 


PubCcation 
Date 
MM-DD-YYYY 


Name of Patentee or 
Applicant of Cited Document 


F^ges, Cdumns, Lines, 
Where Relovant Passages 
or Relevant FigurBS Appear 


T* 



'EXAMINER: tnitial rf reference considered, whether or not citation is in conformance with MPEP 609. Draw line through dtation if not in conformance and not 
considered. Indude copy of this form with next communication to applicant. * CITE NO.: Those application (s) which are marlted with an single asterisk D next 
to the Cite No. are not suppfied (under 37 CFR 1 .98<a)(2K>ii)) because that application was filed after June 30, 2003 or is available in the IFW. ' Appticanrs 
unique dtation designation number (optional). ' See Kinds Codes of USPTO Patent Document at www.usDio.aov or MPEP 901.04. ' Enter Office that issued 
the document by the two4ettef code (WlPO Standard ST.3). * For Japanese patent documents, the indication of the year of the reign of the Emperor must 
precede the serial number of the patent document. ' Kind of document by ihe appropriate symbols as indicated on the document under WlPO Standard ST. 16 if 
passible. * Applicant is to place a check mark here if English language Translation is attactted. 



NON PATENT LITERATURE DOCUMENTS 


Examiner 
Initials 


Cite 
No.'' 


Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item (book, 
magazine, journal, serial, symposium, catalog, etc.). date, pdge(s), volume-issue number(s), publisher, city 

andtoT country where published. 


V 



'EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation rf not in confonmanca and not 
considered, tndude copy of ttUs form with next corrvnunrcatioo to applicant. 

'Applicanrs unique citatkm designatfcxi number (optional). 'Applicant is to place a check mark here if English language Translation is attached. 



Date 

Considered 
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Examiner 
Signature 



/Julie Ha/ 
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(PATENT) 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re Patent Application of: 
Ogari PACHECO et al. 

Application No.: 10/565,220 

Filed: January 20, 2006 

For: SOFT GEL FORMULATIONS FOR 
SAQUINAVIR 



INFORMATION DISCLOSURE STATEMENT 
(SUBMISSION AFTER FILING OF AN APPLICATION BUT BEFORE FINAL 
REJECTION OR NOTICE OF ALLOWANCE OR CONCURRENTLY WITH A RULE 

1,114 RCE APPLICATION) 

Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 

• Sir: 

Pursuant to 37 C.F.R. §§ 1.97 and 1.98, applicant(s) hereby submit(s) an Information 
Disclosure Statement for consideration by the Examiner. 




Confirmation No.: 9789 
Art Unit: 1654 

Examiner: NQL^et-Assigneff" 



L LIST OF PATENTS. PUBLICATIONS OR OTHER INFORMATION 

The patents, publications, or other information submitted for consideration by the Office 
are Usted on the PTO-SB08(s), attached hereto. 

n. COPIES 

^ a. Copies of cited U.S. patents and patent application publications are not included. 
Copies of foreign patent documents and non-patent literature are included. 

Biich. Stewail. Kolasch & Birch. LLP DRN/af 
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□ b. Some or all of the documents listed on the PTO-SB08 are not enclosed because 
they were cited in the International Search Report and copies should akeady be in the PTO file. 
If copies are needed, please contact the undersigned. 

□ C. REFERENCES PREVIQUSLY CITED OR SUBMITTED - Pursuant tO 37 C.F.R. 
§ 1.98(d), consideration of information listed on the PTO-SB08 fomi(s) is requested since any 
patents, publications, or other information which are listed on the PTO-SB08 form(s) but for 
which copies are not enclosed herewith, were previously cited by or submitted to the PTO in one 
of the following applications which has been rehed upon for an earlier filing date under 35 
U.S.C. § 120: 

U.S. AdpI. No(s) and U.S. Filing Date 

PCT/BR2004/000118 filed July 19, 2004 

m. CONCISE EXPLANATION OF THE RELEVANCE 
(check at least one box) 

[3 a. DOCUMENTS IN TOE ENGLISH LANGUAGE - The patents, publications, or other 
information listed on the attached PTO SB08 are in the English language and therefore, do not 
require a statement of relevancy. 

□ b. DOCUMENTS NOT IN THE ENGLISH LANGUAGE - A concise explanation of the 
relevance of all patents, publications, or other information listed that is not in the English 
language is as follows: 

□ c. ENGLISH LANGUAGE SEARCH REPORT - An English language version of the search 
report or action that indicates the degree of relevance found by the foreign office is attached, 
thereby satisfying the requirement for a concise explanation. See MPEP 609(III)(A)(3). 

13 d. OTOER - The following additional information is provided for die Examiner's 
consideration. US-6,299,906 Bl, WO-96/39142-A1, WO-98/57648-A1, Walsh et al., Lois 
Eldred and Hecht et al. references are cited on pages S-8 of the specification. 
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IV, FEES (check one box) 

□ a. This Information Disclosure Statement is being filed concurrently with the filing 
of a new patent application; therefore, no fee is required. 

Q b. This Information Disclosure Statement is being filed concurrent with the filing of 
a continuation-in-part, continuation, or divisional patent application; therefore, no fee is required. 

Q c. This Information Disclosure Statement is being filed within three months of the 
filing date of a national application (37 C.F.R. § 1.97(b)(1)). No fee or statement is required. 
(This section is not to be used with RCE's.) 

Q d. This Information Disclosure Statement is being filed within three months of the 
date of entry of the national stage as set forth in § 1.491 in an intemational application (37 C.F.R. 
§ 1.97(b)(2)). No fee or statement is required. 

□ e. This Information Disclosui-e Statement is being filed concurrently with the filing 
of a Request for Continued Examination under § 1.114 (37 C.F.R. § 1.97(b)(4)). No fee or 
statement is required. 

^ f. This Information Disclosure Statement is being filed before the mailing date of a 
first Action on the merits (37 C.F.R. § 1.97(b)(3)). No fee or statement is required. In the event 
that a first Office Action on the merits has been issued, please consider this IDS under 37 C.F.R. 
§ 1.97(c) and see the statement under 37 C.F.R. § 1.97(e) below, or, if no statement has been 
made, charge our deposit account for the fee as required by 37 C.F.R. § 1.1 7(p). 

rn g. This Information Disclosure Statement is being filed before the mailing date of a 
Final Office Action under 37 C.F.R. § 1.113 (See 37 C.F.R. § 1.97(c)(1)) or before the mailing 
date of a Notice of Allowance under 37 C.F.R. § 1.311 (See 37 C.F.R. § 1.97(c)(2)). 

n No statement; therefore, a fee as required by 37 C.F.R. § 1 .1 7(p) is attached, 
or 
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□ See the statement below. No fee is required. 

V. STATEMENT UNDER 37 C.F.R. S 1.97(e) 
(check only one box) 
The undersigned hereby states that: 

Q a. Each item of information contained in the IDS was first cited in any 
communication from a foreign Patent Office in a counterpart foreign application not more 
than 30 days prior to the filing of this IDS; or 

Q b. Each item of information contained in the IDS was first cited in any 
commimication fi^om a foreign Patent Office in a counterpart foreign application not more than 
three months prior to the filing of this IDS; or 

O c. No item of information contained in the IDS was cited in a conmiunication fi-om a 
foreign Patent Office in a counterpart foreign application, and, to the knowledge of the person 
signing the certification after making reasonable inquiry, no item of IDS was known to any 
individual designated in 37 C.F.R. § 1 .56(c) more than three months prior to the filing of the 
IDS. 

n d. Some of the items of information were cited in a commimication fi-om a foreign 
Patent Office. As to this information, the undersigned states that each item of information 
contained in the IDS was first cited in a communication fi-om a foreign Patent Office in a 
counterpart foreign application not more than three months prior to the filing of this IDS. As to 
the remaining information, the undersigned hereby states that no item of this remaining 
information contained in the IDS was cited in a communication fi-om a foreign Patent Office in a 
counterpart foreign application and, to the best of my knowledge after making reasonable 
inquiry, was known to any individual designated in 37 C.F.R. § 1.56(c) more than three months 
prior to the filing of this statement. 
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VL PAYMENT OF FEES (check one box) 

□ The required fee is Usted on the attached Fee Transmittal. 
13 No fee is required. 

If the Examiner has any questions concerning this IDS, he/she is requested to contact the 
undersigned. If it is determined that this IDS has been filed under the wrong rule, the PTO is 
requested to consider this IDS under the proper rule and charge die appropriate fee to Deposit 
Account No. 02-2448. 

If necessary, the Commissioner is hereby authorized in this, concurrent, and future 
replies, to charge payment or credit any overpayment to our Deposit Account No. 02-2448 for 
any additional fees required under 37 C.F.R. § 1.16 or under § 1.17; particularly, extension of 



Attachment(s): 

PTO-SB08 
^ Documents 

□ Foreign Search Report 

□ Fee 

□ Other: 



time fees. 



Dated: May 22, 2006 



Respectfully submitted. 



Mark J. I^qII, Ph.D. 
Registration No.: 36,623 

BIRCH, STEWART, KOLASCH & BIRCH, LLP 
81 10 Gatehouse Road 
Suite 100 East 
P.O. Box 747 

Falls Church, Virginia 22040-0747 
(703) 205-8000 
Attorney for Applicant 
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Sut>stitute for form 1449A/B/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Use as many sheets as necessary) 


Complete If Known 


AppGcation Number 


10/565.220 


FUing Date 


January 20, 2006 


First Named Inventor 


Ogari PACHECO 


Art Unit 


N/A 


Examiner Name 


Not Yet Assigned 


Sheet 1 of 1 


Attorney Docket Number 


4705-01 18PUS1 



U.S. PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 
No.^ 


Document Numtier 


Publication Data 
MM«>yYYY 


Name of Patentee or 
Applicant of ated Document 


Pages. Cotumns. Uhes, Where 
Relevant Passages or Relevant 
Fgures Appear 


Number4<hd Code' ( fknom) 




AA* 


US^,652,572 


03-24-1987 


JONES et al. 






AB* 


US-6.299.906 B1 


10-09-2001 


BAUSCH et al. 





FOREIGN PATENT DOCUMENTS 


Bcamlner 
Initials* 


Cite 
No.^ 


Foreign PalBnt Document 


Publication 
Date 
MMOO-YYYY 


Name of Patentee or 
Applicant of Cited Document 


Pages. Cdumns. Lines. 
Where ReJavant Passages 
a Relevant Figures Appear 




Country Codo'-Number^^KM Cod9*(r known) 




BA 


WO-96/39142-A1 


12-12-1996 








/JH/ 


SB 


WO-98/57648-A1 


12-23-1998 









*EX/MINER: Initial if reference consMered. whether or not citation is In conformance with MPEP 609. Draw line through dbtion if not in conformance and not 
conskiered. Include copy of this fonn with next communicatjon to applicant. * CITE NO.: Those applicatxin(s) which are mariced with an single asterisk (*) next 
to the Cite No. are not supplied (under 37 CFR 1 .98(8H2}(iti)) because that application was filed after June 30. 2003 or is available in the IFW. * Applicants 
unique citation designation number (optk)nal). ' See Kinds Codes of USPTO Patent Documents at www.usoto.Qov or MPEP 901.04. ' Enter Office that issued 
the document, by the two-letter code (WlPO Standard ST.3}. * For Japanese patent documents, the indk:ation of the year of Itie reIgn of the Emperor must 
precede the serfat number of the patent document. 'Kind of document by the appropriate symbols as Indicated on the document under WlPO Standard ST.16 If 
possible, * Applicant is to place a check mark here if English language Translation Is attached. 



NON PATENT LITERATURE DOCUMENTS 


Examiner 
Initials 


Cite 


Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item (book, 
magazine, jounr^l, serial, symposium, catalog, etc.), date, page(8). volume-issue number(8). publisher, city 

and/or country where published. 


V 


/JH/ 


CA 


Walsh et al.. Int. Conf, AIDS 1998. June 28-July 3; 12:72 (abstract no. 12298) 




/JH/ 


CB 


Lois Eldred. Adherence in the Era of Protease Inhibitors, Johns Hopkins AIDS Service, 
Northwestern University Reports on HIV/AIDS Infections, 1997-2004 




/JH/ 


CC 


Hecht et al., Abstr. of Present, from 5th Confer, on Retrovir, and Oppor. Infec, Febaiary 1-5, 
Chicago. IL. 1998 





'EXAMINER: Initial if reference considered, whether or not citation is in confdrmanoa with MPEP 609. Draw One through citation if not in conformance and not 
considered. Inchjdeoopyof this fonn with next communieaBon to applicant. 

'AppHcanrs unique dtatton deslgnatkn nuntber (optional). 'Applicant Is to place a check mark here If English language Translatkm is attacfied. 



Examiner 
Sionature 


/Julie Ha/ 


Date 

Considered 
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